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DETAILED ACTION 
Claim Objections 

1. Claims 5, 1 1-13, 15 and 16 are objected to because of the following informalities: the term - - 
measurements - - should be inserted after the term "temperature" in line 2 of claim 5; the term - - a - - 
should be inserted between the terms "incorporating" and "body" in line 2 of claim 1 1; the comma after 
the term "an" in line 8 of claim 16 should be deleted. Claims 11-13 and 15 are objected to under 37 
CFR 1 .75(c) as being in improper form because a multiple dependent claim cannot depend from any other 
multiple dependent claim and should refer to other claims in the alternative only. See MPEP § 608.0 l(n). 
Accordingly, the claims have not been further treated on the merits. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

* 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 9, 12, 13, 16 and 17-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claims 9, 12 and 13 fail to provide any further structural limitation and are 
therefore indefinite. The phrases "said speculum optionally comprising a body temperature sensors by 
conduction" in lines 27-28 of claim 16 and lines 22-23 of claim 17 are unclear and therefore render the 
claims indefinite. Claims 16 and 17 recite the limitation "said sensors" in lines 32 of claim 16 and line 27 
of claim 17. There is insufficient antecedent basis for this limitation in the claims. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 



Application/Control Number: 10/604,85 1 Page 3 

Art Unit: 3768 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1, 2, 14 and 15 are rejected under 35 U.S.C. 102(e) as being anticipated by Malchoff et al. 
(cited by Applicant). 

The applied reference has a common inventor with the instant application. Based upon the earlier 
effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 102(e). This rejection 
under 35 U.S.C. 102(e) might be overcome either by a showing under 37 CFR 1.132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this application and is thus not 
the invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Malchoff et al. discloses a method of continuously determining a human body tissue analyte 
concentration by non-invasive measurement of emission spectral lines characteristic to a body tissue 
analyte in an infrared spectral region emitted naturally by a human body as heat, the method comprising: 
measuring a spectral intensity of emission lines having a wavelength dependence of tissue constituents, 
detecting the emission spectral lines at a predetermined emission wavelength, analyzing the emission 
spectral lines in the infrared spectral region, measuring ambient temperature, measuring ambient 
humidity, measuring body temperature by means of heat conduction, measuring body temperature in a 
non-contact manner by means of radiation and correlating the spectral intensity of emission spectral lines, 
ambient temperature, ambient humidity, the body temperature measured by means of heat conduction and 
the body temperature measured by means of heat radiation, with a blood glucose analyte level (page 2270, 
col. 3, line 4 - page 2271, col. 2, line 24). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

■ 

rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 1-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Buchert'956 (cited 

by Applicant) further in view of Schulze et al.'852 (USPN 6,556,852) further in view of Braig et al.'672 

(cited by Applicant). 

Buchert'956 discloses an instrument for determining a glucose concentration by non-invasive 
measurement of emission spectral lines in an infrared spectral region emitted naturally by a tympanic 
membrane as heat (see ABSTRACT), the instrument comprising: an ear plug assembly comprising an 
infrared radiation detecting system comprising an optical infrared filter set and a detector sensitive in an 
infrared region of human body heat radiation and an optical waveguide or mirror or lens, a body 
temperature measurements sensor, connection means between the ear plug assembly and the sensor, 
electronics, a microcomputer and a display so that the system is capable of forming, calculating and 
displaying a resulting electrical signal from the detector and sensors to show a numerical value of the 
glucose concentration, wherein the detecting system incorporating a body temperature sensor is adapted 
to be in thermal conductive contact with a human body and the ear plug assembly consists of a plastic 
cover made of material transparent to radiation in an infrared spectral region (col. 9, lines 35-64). 
Buchert'956 further discloses the instrument comprising an optical infrared filter set consisting of 
windows and a negative correlating filter or narrow band filters (see ABSTRACT and col. 9, line 65 - 
col. 10, line 34). Buchert'956 also discloses a detector system sensitive in an infrared region of human 
body heat radiation consisting of at least two sensing areas electronically connected so that their outputs 
are subtracted (col. 8, line 60 - col. 9, line 9). 

Buchert'956 further discloses a method of continuously determining a blood glucose 
concentration by non-invasive measurement of emission spectral lines in an infrared spectral region 
emitted naturally by a human body as heat, the method comprising: measuring a spectral intensity of said 
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emission lines having a wavelength dependence on blood glucose, detecting the emission spectral lines at 
a predetermined emission wavelength, analyzing the emission spectral lines in said infrared spectral 
region, measuring body temperature and correlating said spectral intensity of emission spectral lines, a 
measured ambient temperature and measured body temperature with a blood glucose concentration (see 
ABSTRACT and col. 8, line 55 - col. 10, line 28). 

It is noted that while Buchert'956 does not directly disclose measuring ambient temperature or a 
means for measuring ambient temperature or body temperature, that it does disclose that a measure of 
ambient temperature is required (col. 9, lines 58-64) and indicates that the method requires an additional 
sensor for temperature measurements of the body (col. 10, lines 41-43). In being able to "compensate for 
the ambient temperature changes", the instrument and method of Buchert'956 inherently comprise means 
for measuring an ambient temperature sensor and further a step of measuring ambient temperature. 
Schulze et al.'852 teaches adding a reference temperature sensor to a tympanic thermometer measuring 
core body temperature in a non-contact manner by means of radiation in order to be able to measure 
ambient temperature and compensate a physiological measurement for ambient temperature. It would 
have been within the skill of the art to incorporate the ambient temperature sensor and non-contact 
tympanic thermometer of Schulze et al/852 into the ear assembly sensor of Buchert'956 since 
Buchert'956 requires an ambient temperature to be measured, but fails to disclose the details of a means 
for acquiring an ambient temperature measurement, and Schulze et al.'852 provides one such means. 
Further, the ambient temperature sensor and tympanic thermometer of Schulze et al.'852 would allow the 
measurement obtained by the instrument to be compensated for ambient temperature, thus resulting in a 
more accurate blood glucose concentration. 

In regards to the "additional sensor for temperature measurements of the body" disclosed in col. 
10, lines 41-43, Braig et al.'672 teaches the use of a body temperature sensing means by heat conduction 
in order to compensate a physiological measurement for temperature dependent effects (col. 12, lines 44 - 
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56). It would have been within the skill of the art to implement the temperature sensing means of Braig et 
al.'672 with the instrument of Buchert'956 since Buchert'956 requires the use of an additional sensor for 
temperature measurements of the body, but fails to disclose the details of a means for acquiring an 
additional body temperature measurement, and Braig et al.'672 provides one such means. Further, the 
body temperature sensing means of Braig et al.'672 would allow the measurement obtained by the 
instrument to be compensated for temperature dependent effects, thus resulting in a more accurate blood 
glucose concentration. 

Regarding the limitations in the claims referring to an optional ambient humidity measurement or 

* 

sensor, no patentable weight was given to these limitations in the claims because the terms "optionally" 
and "optional" imply that these limitations are not required for the instrument and method. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to applicant's disclosure. 
As disclosed in the Specification, the reference of Buchert'966 (cited by Applicant) discloses all of the 
elements of the current invention except for directly disclosing an ambient temperature sensor and a body 
temperature sensor integrated into the ear assembly sensor. Cooper et al.'884 (USPN 6,309,884) teaches 
using ambient temperature sensors and ambient humidity sensors to acquire ambient temperature and 
humidity measurements to compensate a noninvasive blood glucose measurement. Hatch et al.'874 
(USPN 6,918,874) also discloses using an ambient humidity measurement to compensate a measurement 
of an analyte in a biological fluid. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Etsub D. Berhanu whose telephone number is 571.272.6563. The examiner can normally 
be reached on Monday - Friday (Every other Friday off). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Eleni 
Mantis-Mercader can be reached on (571)272-4740. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 
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